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BACKGROUND OF THE INVENTION 

This invention relates to pharmaceutical compositions and their use in the 
symptomatic relief and treatment of pain, with or without fever. 

SUMMARY OF THE INVENTION 

According to one aspect of the invention, a pharmaceutical composition 
comprises a combination of (i) an analgesic, (ii) a selective or specific 
COX-2 inhibitor, and (iii) an opiate, and a pharmaceutical^ acceptable 
carrier. 

In a preferred composition of the invention the analgesic (i) is paracetamol 
or a pharmaceutically acceptable salt or derivative thereof, the selective or 
specific COX-2 inhibitor (ii) is selected from the group comprising 
meloxicam, celecoxib, rofecoxib and pharmaceutically acceptable salts or 
derivatives thereof, and the opiate (iii) is selected from the group 
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comprising codeine, morphine, tramadol, fentanyl and pharmaceutical^ 
acceptable salts or derivatives thereof. 

A particularly preferred composition of the invention comprises a 
combination of paracetamol, meloxicam and codeine phosphate. 

The invention extends to the use of a pharmaceutical composition as 
defined above in a method of providing symptomatic relief or treatment of 
pain, with or without fever, in particular that associated with inflammation 
such as that associated with trauma, osteoarthritis or rheumatoid arthritis, 
for example. 

The invention also extends tQ the use of a combination of (i), (ii) and (iii) in 
the manufacture of a medicament for use in the symptomatic relief or 
treatment of pain, with or without fever. 

DETAILED DESCRIPTION OF PREFERRED EMBODIMENTS 

The pharmaceutical compositions of the invention are suitable for the 
symptomatic relief or treatment of pain with or without fever, in particular 
but not limited to that associated with inflammatory processes, such as 
trauma, osteoarthritis or rheumatoid arthritis, for example. 

The first ingredient is an analgesic such as paracetamol (acetaminophen) 
or a pharmaceutical^ acceptable salt or derivative thereof. It has 
analgesic and antipyretic properties but limited or no anti-inflammatory 
action. 

The daily dose of the paracetamol active ingredient is typically in the range 
of about 60 mg (children) to about 4000 mg (adults). 
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The second ingredient is a selective or specific COX-2 inhibitor such as 
meioxicam, celecoxib and rofecoxib, for example. These agents have anti- 
inflammatory and analgesic properties. Their ability to inhibit the action of 
COX-2 and not COX-1 has been shown to provide an enhanced safety 
profile for these compounds when compared to non-specific COX 
inhibitors. 

In the case of meioxicam as active ingredient, the daily dose is typically in 
the range of about 3.75 mg to about 30 mg, preferably about 7.5 mg to 
about 15 mg. 

The third ingredient is an opiate such as codeine, morphine, tramadol or 
fentanyl, for example. These compounds bind with specific receptors at 
many sites within the central nervous system to alter processes affecting 
both the perception of pain and the emotional response to pain. 

The daily dose of the opiate, in the case of codeine phosphate, is 10 mg to 
360 mg. 

A pharmaceutical composition comprising a combination of an analgesic, 
an opiate and a selective or specific COX-2 inhibitor includes a 
pharmaceutically acceptable carrier and may include other necessary non- 
active excipients such as, for example, sorbitol, sucrose, saccharin, starch, 
lactose, guar gum, xanthan gum, magnesium stearate, bees wax, talc, 
methylcellulose, dextrin or povidone. The pharmaceutical composition may 
be provided in any appropriate dosage form such as, for example, tablets, 
capsules, granules, suspensions, solutions or other liquid forms, and is 
intended for oral, rectal or intravenous administration. 

The dosage form will typically be administered to a patient from 2 to 4 
times per day. 
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Although the active ingredients would typically be administered at currently 
accepted therapeutic doses, it is envisaged that one or more actives could 
be administered at lower than currently recognized doses while still 
providing effective pain relief/treatment. 

DATED THIS 19 th DAY OF FEBRUARY 2002 




